
DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administretkm 
Rockville MD 2U8!57 

\frAR.MNCLE'ITER 

Debra Kersey 
Today’s Business 
9728 SE 78* Avenue 
Portland, DR 97222-J 009 

Dear Ms. Kersey: 

The Food and Drug Administration (FDA) has learned that, through thr: website 
\~~t~w.nl~c:dsmex,com, you are selling “Accutanc tspical gci” to United States (U.S.) 
consumc~~. Accutanc is the trade mm for a pracriplion drug approved for marketing in 
the United States under a new drug application submitted by Rochc Pharmaccnticafs, 
Nutley, New Jersey. The only Accutanc products approved for marketing in the United 
States arc capsules for oral ingestion. Even though the medsmex.com order form states 
that ihc product o&rud fur sale is “Aceutane wpical gel,‘” the label of the actual product 
shipped states that it is “ISOTREX rS~TR~~~~~~A GEL 0.05%” The labehng for 
this product is in Spanish. Neither “Accutane topical gel” nor “lsotrex” has an approved 
new drug apptication, and they may nut be iegalty distributed in the United States. 

Yeu scI1 “Accutane topical gel” from your wcbsitc without a prescription, and these 
orders are sent to American co~~~~~ers from a Mexican pharmacy. As discussed in 
geatcr &tail below, thcsc i+ctious violate the Fcdemi Food, Drug and Cosmetic Act 
(FD&C Act or Act), 21 tlnited States Code (U.S.C.) $ 301 a SCQ. 

The “Accutanc” produet sold through your web site is labeled in pm, “ISOTREX 
***ISQTRI?l-WOPNA GEL 0.05% *** Tubo con 30 g Farmila: Cada 100 g contienc: 
Xsotretinaina 0.05g Excipicnle c.b.p. 1 (XI g. ***l&ho en Mexico por STJEFEL 
MEXICANA, S.A. DE C.V., Ejc Norte SW No. 1 I, Nuevo Parques Industrial, San fuan 
dei RKI Qro., C.P, 7(i809, Segun Fcumula y bajo lice&a dc: STIEFEL 
LABORATORIES, INC.,. Coral Gables, FL 33134 ***Lo& 1300021544 CAD. 
14fSBP/2004** * .‘l 

Accutanc (isolrctinoin) is a systemically administered retinoid approved in 1982 to treat 
severe recalcitrant nodular acne. Isotretinoin carries significant potential risks, including 
tlzt it may cause severe birth defects. The approved Accutane labeling states in part, 
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“Accutane must not be used by fcrnr&s who arc pregnant . . -must be prcscribcd under &he 
System to Manage Accutanc Related Terafogcnicity (S.M.A.R.T.), a yellow Accutanc 
Qualification Sticker must be on each prescription,” (meaning special training has been 
given to the prescribing licensed practitioner and the patient) “and no telephone or 
computerized prescriptions are permitted.” The approved Accutanc is for oral ingestion. 
FDA has not approved a topical gel version ofkxutane or any other isotretinoin drug, 

Because it has serious known risks, isotrctinoin is available in rhe U.S. only under 
specially created safety controls. These safety controls arc bypassed whc~i this drug is 
purchased from foreign sources or over the Interncr, piacing patients who use this 
imported drug at higher risk, 

The isotrotinoin dispensed through ~&~EX.COIII is a “new drug” as defined by section 
201 (p) of the Act. llnder Section 505(a) of the Act, a “new drug” may not be introduced 
or dclivcrcd for introduction into inlorstatc CO~~~J~WC unless an FDA-approved new drug 
application (NDA) is in effect fir such drug. The conrinued distribution of this product 
into the U.S. without an approved NDA is a prohibited act as set foxlh in Section XII(d) 
of the Act. 

The isotretinoin dispensed through medsmexctm~ is also misbranded under section 
502(0{ 1.1 of the Act because its labeling fails to bear adequate directions for the uses for 
which it is being offered and it is nut exempt from this requirement (See 21 CFR 4 
20 I. I 15). The drug is also not allowed to bear rhc required information solely in Spanish 
bccausc it is not distrihutcd solely in the Commonwealrh of Puerto Rico or in a U.S. 
Ten-ito?y where the predominant language is Spanish (See 21 CFR 3 201.15(c)). 

This drug is also misbranded pursuartt to section 503(b)(l) of the Act beca:se it is 
dispensed without a prescription. 

In addition, false statements arc being made by you on ~~.mcdsmcx.eom, such 3~4 

“Every package receives pcrsot~al attaltion to ensure compliance with all U.S. :md 
international laws.” You are giving the incorrect impression that all the drugs sold on 
your w&site are FDA approved an&or legat to be sold and shipped to U.S. residents. 
This farsc and misleading statement on your Intcrnct site causes tbc drugs you distribute 
to be misbranded pursuant to section 502(a) of the Act. 

This Ietter is not intended to identify all of the ways in which -your activities might be in 
violation of United States law. Far example, in addition to isotretinoin, your pharmacy 
also offers for sale and shipment to U.S. consumers numerous other prescription drugs. 
FDA believes that virtually all shipments of prescription drugs imported f&n non4I.S. 
pharmacies will violate the Acl. It is your responsibility to cnsufc that all drug products 
dispensed and distributed by you and your website into the United States are in 
compliance with applicable legal requirements. 
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Tine agency has taken steps to wnm our residents that drugs sold via the Internet from 
foreign sources may not be approved for marketing in this country and may not be legally 
imported. With copies of this Icttcr, WC are advising Mexican ;ntld Oregon reguiataor 
officials ofthese potential violations. In addition, WC are advising the Bureau of Customs 
and Border Protection through atI Import Alert that shipments affcrcd for importation into 
the 1 J.S. as a result of your activities may be detained and subject to refusal of entry. 

You are instructed to cease these practices, and you are requested within fifteen ( 15) days 
of your rcccipt of this letter, to dcscribc to FDA in writing the actions you are taking to 
assure that your operations are in full compliance with Wnited States law. Please adriress 
your correspondence to Mr. Melvin F. Szymanski, Compliance Officer, at the U.S. Food 
and Drug ~~d~~i~istration, Center for Drug Evaluation and Research, Office of 
Compliance, HFD-314, 5600 Fishers I,ane, I~ockvilfc, MD 20857. 

You should be awwe that violations of the fWK .&x could result in seizure, injrmctim, 
and/or prosecution without further notice. 

Sincerely, 

Office of Compliance 
Center for Drug Evaluation and Rcscarch 

Evea Brown 
Registrant 
Mt?d%Sli?x.Wm 
I5635 SE 114th 
Suite 2 10 
Chckamas, OR 97015 

Debra Kcrsey 
Medicine-Mexico 
CR.3 ?‘oday’s Business 
PMB 330 
4233 SE 182” Ave. 
Gresham, OR 97030 


